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MOOQOV 7.5

Meloxicam Tablets B.P. 7.5 mg

Composition: Storage conditions:
Each uncoated tablet contains: Store at a temperature not exceeding 30°C
Meloxicam B.P. .............. 7.5mg in a dry place
Excipionts ;.covousiinass 88,
Specification: B.P. SBK (Visa No.):
Indications, Contra-indications, KEEP OUT OF REACH OF CHILDREN
Dosage & Administration, READ THE INSERT CAREFULLY BEFORE USE
Side-effects & Precaution: Manufactured by:
See the product insert. imé
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Bidu kién bao quan:
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Dang bao chés Vién nén = Ba&o quan & noi khd, nhiét d9 khong qua 30°C
Thanh phin: ===3 5616 SX (Batch No.):
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Chi dinh, cach ding, chdng chi =23 DOCKYHUGNG DAN 5U DUNG TRUOC KHI DUNG
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Hwéng dan s dung thudc

Rx Thudc nay chi ding theo don thudc
MOOV 7.5
Bé xa tam tay tré em

Doc ky huedng dan sir dung truce khi diing

THANH PHAN:
Mdi vién nén chira
Thanh phén dwge chit: Meloxicam BP 7,5mg

Thanh phin td duwge: Colloidal silica khan, lactose, cellulose vi tinh thé, sodium starch
glycolat, polysorbat 80, povidon, sodium lauryl sulphat, magnesi stearat, talc tinh khiét,
croscarmellose sodium

DANG BAO CHE: Vién nén

Vién nén khong bao, hinh tron, mau vang nhat, hai mit hoi 161 va nhin.

CHI PINH:

- Didu trj triéu chimg trong dot cip cta viém xwong khép man tinh.

- Diéu tri 14u dai cdc triéu chimg cta bénh viém khdp dang thdp hoac viém c6t séng dinh
khép.

CACH DUNG, LIEU DUNG:

Liéu ding:

Téng lidu hang ngay nén duoc ding nhu 14 mot lidu duy nhét, v6i nude hay chét long khéc,
dung trong bira an.

Téc dung khong mong muon c6 thé duge giam thiéu bang cach sir dung cac liéu thAp nhét ¢6
hiéu qua trong thdi gian ngén nhat dé kiém sodt céc trigu chung Nhu cdu cta bénh nhan dé
kiém soat triéu chimg va déap ung véi liéu phép diéu tri can dugc danh gia lai theo dinh ky,
dic biét 1a & nhitng bénh nhén bi viém xuong khép.

- Céc dot cAp cia viém xuong khép man tinh: 7,5 mg/ngay (mdt vién 7,5 mg).

Néu cén thiét, trong trudng hop khong ci thién, ¢o thé tang liéu dén 15 mg/ngay (hai vién
7.5 mg).

- Viém khép dang thip, viém cot sdng dinh khép: 15 mg/ngay (hai vién 7,5mg).
Tuy theo dép tmg diéu tri, co thé giam lidu con 7,5 mg/ngay (mdt vién 7,5 mg).
Khéng dung qua licu 15mg/ngay

Nhitng ddi tuong dic biét

Trang 1




Hwéng dén sir dung thuéc

Bénh nhdn cao tudi va bénh nhdn cé nguy co gia ting phan ieng bat loi:

Liéu dung dé dicu tri 1au dai bénh viém khdp dang thap va viém cdt song dinh khép & bénh
nhan cao tudi 1a 7,5 mg mdi ngay. Bénh nhéan cé nguy co gia tang cac phan tng phu nén bt
dau diéu tri voi 7,5 mg moi ngay.

Suy thdn: O nhimg bénh nhan suy thin ning c6 loc méu, liéu dung khong nén vuot quéa 7.5
mg mdi ngay.

Khéng giam liéu & bénh nhén suy than nhe dén trung binh (Vi du trén bénh nhan c6 d thanh
thai creatinin 16n hon 25 ml / phut).

Suy gan: Khong giam li¢u & bénh nhan suy gan nhe dén trung binh

T r? em va thanh thiéu nién: Moov 7.5 chéng chi dinh ¢ tré em va thanh thiéu nién duéi 16
tudi.

Cach dung: Sir dung duong udng

CHONG CHI PINH:

Chéng chi dinh trong céc trudng hop sau day:

- Ba thang cudi cua thai ky;

- Tré em va thanh thiéu nién duéi 16 tudi;

- MAn cam v6i meloxicam hodic bt ky ta dugc ctia thube hodic qua man cam véi cic chit ¢6
tac dung twong tu, vi du NSAIDs, aspirin. Meloxicam khong nén dung cho bénh nhén cé cac
dAu hiéu ctia bénh hen suyén, polip mii, phi mach hodic ndi mé day sau khi dung thude
aspirin hoac cac NSAID khac;

- Tién st xudt huyét dudng tiéu hoa hodic loét thung dudng tiéu héa, lién quan dén diéu tri
NSAID;

- Pang tai phat hodic 6 tién st tai phat loét/ xuat huyét da day ta trang (c6 2 hogc nhiéu hon
2 dot cho thay c6 loét hodc xuat huyét);

- Suy giam chirc ning gan nghiém trong;

- Suy than ning khong chay thén;

- Xuét huyét dudng tiéu hoa, tién sir xudt huyét nio hoic roi loan chay méu khac;
- Suy tim néng.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Téc dung khong mong mudn ¢ thé duge giam thiéu bang cach st dung céc lidu thap nhit c6
hiéu qua trong thoi gian ngan nhat dé kiém soat cac triéu chimg.

Trang 2




Hwéng dan s dung thudéc

Khéng nén vuot qué liéu t6i da hang ngay duoc khuyén cdo trong truong hop khong di hiéu
qua didu tri, cling khong thém mdt NSAID vi ¢6 thé lam ting ddc tinh trong khi loi ich diéu
tri chua duge chirng minh. Khong nén str dung df‘mg thoi meloxicam vdi cac NSAID khac
bao gbém ca trc ché chon loc cyclooxygenase-2.

Meloxicam khéng thich hop cho viéc diéu tri trén bénh nhan dau cép tinh.

Trong trudmg hop khong cai thién sau vai ngdy, cic loi ich 1am sang cta viée didu trj can
duoc danh gia lai.

Bat ki tién sir viém thuc quan, viém da day va/ hodc loét da day ta trang phai dugce kiém soat
trude khi bat dau diéu tri vai meloxicam. Nén cha y sy tai phat ¢6 the xay ra trén nhitng bénh
nhén dugc diéu tri vai meloxicam va ¢6 tién sir nhitng bénh trén.

Tdc dung trén dwong tiéu hoa

Xuat huyét tiéu hoa, loét hodc thung cd thé gay tir vong da dugc bao cao vai tat ca cac NSAID
& bat ¢t thoi gian nao trong qua trinh diéu tri, c6 hodc khong cé cac triéu ching canh bao
hodc ¢o tién sir vé cac van dé trén dudng tiéu hoa nghiém trong trude do.

Nguy co xuét huyét tiéu héa, loét hodc thing ting cao khi tang liéu NSAID & nhiing bénh
nhén ¢6 tién str loét, dic biét 1a thung, va & ngudi gia. Nhitng bénh nhéan nay nén duge bit
dAu diéu tri v6i lidu thap nhat hién nay. Viéc két hop diéu tri v6i ding thube bao vé da day
(vi du misoprostol hodc thude tic ché bom proton) cin dugc xem xét cho nhitng bénh nhan
nay, va dbi voi bénh nhan can dung ddng thoi vai aspirin lidu thap, hoac cac loai thudc khac
¢6 thé 1am ting nguy co trén tiéu hoa.

Bénh nhén c6 tién st nhiém doc duong ti€u hoa, dac biét la ngudi gia, nén bao cdo bat ky
triéu chimg tiéu hoa bat thudng nao (dic biét 1a xudt huyét tiéu hoa), dic biét trong giai doan
déu diéu tri.

O nhimg bénh nhan sir dung cac thude ¢ thé lam ting nguy co loét hodc chay mau, nhu
heparin hodc thudc dung trong 10 khoa, thude chdng déng méu nhu warfarin, thube chdng
viém khong steroid khac, hodc acid acetylsalicylic ding & liéu don > 500 mg hodc tdng lidu
hang ngay > 3g thi viéc dung ddng thoi v6i meloxicam khong duoc khuyén cdo.

Khi xudt huyét tiéu hoa hodc loét xay ra & bénh nhin didu tri voi meloxicam, viée diéu tri
nén dimg lai.

Khi dung NSAID, cin du phong cho bénh nhan cé tién sir bénh dudng tiéu héa (viém loét
dai trang, bénh Crohn).

Tdc dung trén tim mach va mach mdu néio

Giam sét va tu vAn thich hop 12 ¢dn thiét cho bénh nhan ¢6 tién sir tang huyét ap v&/ hodc suy
tim sung huyét nhe dén trung binh vi tic dung gilt nuée va phi da duge béo cdo trong khi
két hop véi didu tri NSAID.

Trang 3
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Hwéng dan siv dung thuéc

Giam sat huyét dp trén 1dm sang cho bénh nhan c¢é nguy co duge khuyén céo & mirc co ban
va dic biét 1a trong thoi gian dau dieu tri voi meloxicam.

Thu nghiém 1am sang va dir liéu dich t& hoc cho thdy rang viéc stir dung mot s6 NSAID bao
gom meloxicam (dac biét & lidu cao va diéu tri lau dai) cé thé lam gia tang nguy co huyet
khdi dong mach (nhdi méau co tim hay dot quy). Khong du dir li¢u dé loai trir nguy co dbi voi
meloxicam.

Bénh nhan ting huyét 4p khong kiém soat duoc, suy tim sung huyét thiéu mau co tim, bénh
dong mach ngoa1 bién va/hodc bénh mach méu ndo chi nén duge diéu tri véi meloxicam sau
khi xem xét can than, Xem xét tuong tu nén dugce thyc hién trude khi bat dau diéu tri 1au dai
trén bénh nhan c6 cdc yéu tb nguy co tim mach (vi du tang huyét ap, rdi loan lipid mau, dai
thdo dudng, hut thude 14).

Phdn irng 0 da

Hoi chimg Stevens-Johnson (SJS) va hoai tir thugng bi do nhiém doéc (TEN) c6 thé de doa
t6i tinh mang da dugc bao céo khi sit dung Meloxicam. Bénh nhén phai duge thong bdo vé
cac dau hiéu va triéu chung va theo doi chit ché cac phan trng da. SJS hodc TEN c¢6 nguy co
cao nhét trong nhimg tudn dAu diéu tri. Néu c6 cac ddu hiéu cia SJS hoic TEN (w du khoi
phat ban da thudng c6 mun nude hodc céac ton thucmg niém mac) nén ngung thuée. Chén
doan sém va ngung ngay lap tirc bét ky loai thudc nghi ngdy 12 giai phap t6t nhét trong viée
quan ly SJS va TEN. Néu bénh nhan da phat hién SJS hodc TEN do viéc st dung cuia
meloxicam, meloxicam khéng duoc tai stir dung ¢ bénh nhan nay bét ctr luc nao.

Nguy co huyét khéi tim mach

Céc thube chéng viém khong steroid (NSAIDS) khong phai aspirin, dung duorng toan than,
c6 thé lam ting nguy co xuét hién bién c¢b huyét khdi tim mach bao gdm ca nhoi mau co tim
va dot quy, c6 thé dan dén tir vong. Nguy co nay co thé xudt hién sém trong vai tudn dau
ding thude va co thé ting 1én theo thoi gian dung thube. Nguy co huyét khéi tim mach duge
ghi nhén chi yéu & lidu cao.

Béc si cAn danh gia dinh ky sy xudt hién cia cac bién cb tlm mach, ngay ca khi benh nhan
khong ¢6 cac trleu chimg tim mach trudc do. Benh nhan can duge canh bao vé cac trigu
chimg cta bién ¢b tim mach nghiém trong va cin thim kham béc si ngay khi xudt hién céc
tri¢u ching nay.

Dé giam thiéu nguy co xuét hién blen b bét 1o, can str dung Moov 7.5 & lidu hang ngay thip
nhit c¢6 hiéu qua trong thoi gian n gin nht c6 thé.

~ A = = ) . ~ ~ ~
Thong so anh hwdng téi chirc ning gan va thin

Nhu v&i hau hét cac thube NSAID, tang nong do transaminase, ting bilirubin hodc céc thong
s& danh gid chic ning gan khéc, ting creatinin huyet thanh va ure méau...da dugc bao cdo.
Phin 16n céc trudmg hop déu nhe va thodng qua. Néu céc bit thuong d6 nghiém trong va kéo
dai, meloxicam phai dugc ngung sir dung.

Trang 4
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Hwdéng déan siv dung thudc

Suy giam chirc ndng than

Cac NSAID tre ché tac dung giin mach cua prostaglandin thén, lam giam dd loc ciu thén.
Phan tng bét loi nay 1a phu thude vao liéu. Vao thoi gian dau diéu tri, hogdc sau khi tang licu,
can theo ddi can than nude tiéu va chirc ning than & nhitng bénh nhén c6 cac yéu t6 nguy co
sau:

- Nguoi cao tudi

- Diéu tri dong thdi vai chat e ché men chuyén, thube dbi khang angiotensin II, sartans,
thudc lgi tiéu

- Giam thé tich tudn hoan (bét ¢t nguyén nhin nao)

- Suy tim sung huyét

- Suy théan

- Hoi ching thén hu

- Lupus

- Réi loan chire nang gan (albumin huyét thanh < 25 g/l hodc diém Child-Pugh >10)

Trong trudng hop hiém NSAID c¢6 thé 12 nguyén nhéan giy viém than k&, viém céu than, hoai
tr tiy than hay hoi ching thén hu.

Liéu meloxicam & bénh nhén suy than giai doan cubi can chay than nhin tao khong dugc cao
hon 7,5 mg. Khong giam liéu & bénh nhan suy thin nhe hodc trung binh (nghia 1a & nhiing
bénh nhan c6 do thanh thai creatinin lén hon 25 ml/phut).

Giit muoi, nuwoc

Cac NSAID c6 thé gay giit natri, kali, nuée va can tro tac dung thai natri cua thude loi tiéu.
Hon nira, giam tac dung ha huyét 4p cta thude ha huyét dp ¢6 thé xay ra. Do do, phu, suy tim
hoiic cao huyét ap co thé trAm trong hon & nhiing bénh nhan nhay cam. Theo ddi ldm sang la
can thiét cho bénh nhan cé nguy co.

Ting kali mdu

Tang kali mau hay xay ra trén b¢nh tidu duong hodic diéu tri dong thoi véi thude tang kali
méu. Thudong xuyén theo ddi céc gia tri kali trong nhitng trudng hgp nhu vay.

Két hop véi Pemetrexed

O nhitng bénh nhén suy than nhe dén trung binh khi ding pemetrexed, meloxicam nén gian
doan trong it nhét 5 ngay trude va it nhat 2 ngay sau khi tiém pemetrexed.

Canh bdo va bién phdp phong ngira khdc

Trang 5




Hwdéng dén siv dung thuéc

Téc dung phu thudng xay ra trén ngudi gia, ngudi cé thé trang yéu, do dé can theo ddi cin
than trén nhimg déi twong bénh nhan nay. Nhu véi cac NSAID khéc, dic biét than trong khi
sir dung & ngudi gia, ngudi suy giam chire ning gan, thin va suy tim. Nhitng ngudi 16n tudi
c6 nguy co ting cac phan ting bét loi bai cac NSAID dic biét 1a xudt huyét tiéu hoa va thing
¢6 thé gy tir vong.

Meloxicam, nhu bit ki NSAID khac ¢ thé che lép cac triéu chirng cua mot bénh nhiém
tring tiém an.

Viée str dung meloxicam cé thé lam giam kha nang sinh san ¢ nir va khong dugce khuyén cdo
& phu nir dang ¢6 gang thu thai. O nhitng phu nit gép kho thu thai hodc vo sinh, can xem xét
vi¢c dirng sir dung meloxicam la céan thiét.

Moov 7.5 chita lactose. Nhitng bénh nhdn khong dung nap galactose bam sinh, thiéu hut men
Lapp-lactase, kém hdp thu glucose-galactose khéng nén diing thuéc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

St dung thubc & phu nit co thai

Su e ché tong hop prostaglandin co thé c6 tac dong x4u téi phu nit ¢6 thai va/ hodic sy phat
trién ctia phéi thai/ thai nhi. Dit liéu tir cc nghién ctru dich t& hoc cho thdy ting nguy co say
thai va di tat tim va di tat & rudt (gastroschisis) sau khi sir dung chét trc ché prostaglandin &
giai doan dAu thai ky. Nguy co di tat tim mach tir dudi 1% 1én téi xap xi 1,5%. Nguy co niy
duge cho ring s& ting 1én theo liéu dung va thoi gian diéu tri. O dong vat, sir dung cht tc
ché tdng hop prostaglandin da cho thiy dan t6i tang viée say thai trude va sau cdy ghép va
gay chét luu thai. Thém vao do, ty 18 di tit khac nhau, bao gbm ca tim mach da duoc bao céo
& dong vt ma sir dung chét wre ché tong hop prostaglandin trong thoi ky mang thai.

Trong 3 thang diu va 3 thang thir 2 cta thai ky, meloxicam khéng nén duge sir dung trir khi
thye su cén thiét. Néu meloxicam duoc st dung & phu nit dang thu thai, hodc trong 3 théng
du va 3 thang thir 2 cua thai ky, lidu dung nén dugc gitt & mirc thép va thoi gian diéu tri
cang ngin cang tot.

Trong 3 thang cudi cua thai k¥, tit ca cac thude we ché tdng hop prostaglandin cé thé phoi
nhiém:

- Vi thai nhi:

+ Gay doc tinh trén tim phdi (gay hep dong mach sém va tang huyét 4p dong mach phdi)
+ Réi loan chire nang than, ¢ thé tién trién t6i suy than véi tinh trang du nude bi

- Véi ba me va tré so sinh, tai thoi diém cudi cta thai ky:

+ C6 thé kéo dai thoi gian chay méu, tac dung chdng két tap ma ¢ thé xay ra thim chi véi
licu rat thap

+ Uc ché co bop tir cung din dén lam chiam hodc kéo dai thoi gian chuyén da

Trang 6
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Hwéng dan s dung thudc

Do d6, meloxicam dugc chéng chi dinh trong 3 thang cudi cua thai ky
Sit dung thuéc 6 phu ni¥ cho con bii

Khéng ¢6 kinh nghiém nao hién cé cho meloxicam, cic NSAID duoc biét dén la bai tiét vao
trong sta me. Do d6, viéc stir dung khdng dugce khuyén cao & phy nit dang cho con bu

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thubc khéng anh hudng téi 1ai tau xe, van hanh may méc nhung do c6 thé giy tac dung
khong mong mudn nhu chéng mit, budn ngi nén tbt nhit khong dung meloxicam khi dang
tham gia hoat dong nay.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thudc véi cdc thude khdc va cic twong tic khic

Nghién ctru tuong tac chi dugc thuc hién & nguoi lon.

Nguy co ' lién quan dén ting kali mau:

Mot s6 thude hoic nhém thude cé thé lam ting kali méau: mudi kali, thude loi tiéu giir kali,
ttc ché men chuyén, khang thu thé angiotensin II, thudc chéng viém khong steroid, cac
heparin (trong lugng phén tir thdp hoic khong phén doan), cyclosporin, tacrolimus va
trimethoprim.

Su khoi phat cua tiang kali mau cé thé phu thude vao nhiing yéu t6 lién quan.
Nguy co ting 1én khi diéu tri phdi hop cic sin pham néi trén véi meloxicam.

Twong tiac dwoe dong hoc:

Cdc thuée chéng viém khéng steroid khdc (NSAIDs) va acid acetylsalicylic:

Khong nén két hop véi cac thube chdng viemkhac khong steroid, acid acetylsalicylic duoc &
lidu don > 500 mg hoic tong lidu hang ngay > 3g

Corticosteroid (vi du Glucocorticoid):

Viée st dung ddng thoi véi corticosteroid can than trong vi lam ting nguy co chdy mau hoac
loét da day.

Thuéc chong dong hodc heparin:

Lam tang nguy co chay mdu, thong qua tc ché chirc nang tiéu ciu va tén thuong niém mac
da day t4 trang. NSAID c¢6 thé lam tang tac dung cua céc chét chdng dong, ching han nhu
warfarin. Viéc sir dung ddng thoi cac NSAID va thube chéng déng méau hodc heparin trong
lao khoa hodc & lidu didu tri khong duge khuyén cdo.

Trong trudng hop con lai (vi du dé du phong) str dung heparin than trong 1a can thiét do sy
tdng nguy co chay mau.
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Hwéng dan st dung thuéc

Giam sat cin than INR 4 can thiét néu khéng thé tranh dugc su két hop nhu vay.
Thuéc lam tan huyét khéi va khéng tiéu cdu:

Gia ting nguy co chay mau, thong qua sy trc ché chttc nang ticu cau va ton thuong niém mac
da day ta trang.

Cdc chdt ik ché chon loc serotonin (SSRI):
Gia ting nguy co xuét huyét tiéu hoa.
Cdc thudc loi tiéu, thudc ke ché men chuyén va doi khdng angiotensin I1:

NSAID ¢6 thé 1am giam tac dung cua thude loi tiéu va thude ha huyét dp. O mdt sd bénh
nhan c6 chire ning than suy giam (vi du nhu bénh nhan bi mat nude hozic bénh nhén cao tudi)
stt dung ddng thoi vi mot chét e ché men chuyén hozic déi khéng angiotensin 11 va céc tac
nhén trc ché cyclo-oxygenase ¢ thé ddn dén suy giam hon nita chirc ning thin, trong do ¢
thé suy than cép tinh co6 thé hdi phuc. Do d9, su két hop nén duoce dung than trong, dac biét
14 & ngudi gia. Bénh nhan cin duoc bd sung nude day da va nén can nhic dé theo dbi chuc
ning than sau khi bat dau didu tri dong thoi va dinh ky sau dé.

Thudc chéng tiang huyét dp khdc (vi dy nhie beta-blockers):

Giam tac dung ha huyét ap cta thudce chen beta (do tic ché prostaglandin ¢6 tac dung gidn
mach) co6 thé xay ra.

Cdc chdt tec ché bai tiét calci (vi du cyclosporin, tacrolimus):

Doc tinh trén than cua thube tre ché calcineurin ¢6 thé duogc ting cudng bing cac NSAID
thong qua tac dung prostaglandin than. Vi¢e giam sat chirc nang thin dugc khuyén khich,
dic biét 1a & nguoi gia.

Deferasirox:

Viée ding ddng thdi meloxicam voi deferasirox cé thé 1am ting nguy co phan mg ¢ hai
cho da day-rudt. Can than trong khi két hop céc san pham thudec.

Tuwong tic dwoe dong hoc: Anh hwong cia meloxicam trén dwge dong hoc cia thube
khac

Lithium:

Céc NSAID da duge bao cdo 1am ting ndng dé lithi trong mau (thdng qua giam bai tiét qua
than cta lithium), c6 thé 18n t6i ngudng gy doc. Viée sir dung dong thoi lithium va NSAID
khéng duoc khuyén cdo. Néu su két hop nay 1a cdn thit, ndng do lithium trong huyét tuong
nén duoc theo ddi cin thin khi bit diu dung, diéu chinh hodc sau d6 ngung dung.

Methotrexate:
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Hwdng dan st dung thudc

NSAID c6 thé lam giam thai methotrexat & dng than do d6 lam ting ndng do trong huyét
tuong cua methotrexate. Vi vay, viée sir dung liéu cao ctia methotrexate (hon 15 mg/tudn)
dong thoi vai thude NSAIDs khong duoc khuyén co.

Céc nguy co cua sy tuong tac gitta NSAID va methotrexate cling nén dugc xem x€t trén cdc
bénh nhan sir dung lidu thip methotrexate, dic biét 1a & nhiing bénh nhan ¢ chirc niang than
suy giam. Trong trudong hop didu trj phdi hop 1a can thiét, sb luong té bao mau va chirc ning
than cin duge theo ddi. Thén trong trong trudng hgp NSAID va methotrexate duge ding
cung trong vong 3 ngay, trong truong hop dé ndng do trong huyét twong cia methotrexate
c6 thé tang 1én va gay tang doc tinh.

Mic du duge dong hoc cia methotrexate (15mg/tuan) khong bi anh hudng boi diéu tri dong
thoi véi meloxicam, nhung doc tinh huyét hoc cia methotrexat c6 thé tang 1én khi dung ciing
voi cac thuoc NSAID.

Pemetrexed:

Déi voi viee sir dung ddng thoi meloxicam véi pemetrexed & bénh nhén suy than nhe dén
trung binh (dd thanh thai creatinine 45-79 ml/phat), meloxicam nén bi tam ding it nhit 5
ngay trudc khi dungva 2 ngay sau khl dung pemetrexed. Néu su két hop ciia meloxicam véi
pemetrexed la can thiét, bénh nhan can duge theo ddi chit ché, dic biét 1a d6i voi nguy co
suy tuy va phan tmg c6 hai da day rudt. O nhitng bénh nhan bi suy than niing (d6 thanh thai
creatinin dudi 45 ml/phat) khong nén sir dung ddng thoi meloxicam véi pemetrexed.

O nhitng bénh nhén ¢é chirc ndng than binh thuong (dd thanh thai creatinin > 80 ml / phut),
liéu 15 mg meloxicam ¢é thé lam giam thal trir pemetrexed do do, lam tang su xudt hién cac
tac dung phu cliapemetrexed. Vi vay, can than trong khi ding 15 mg meloxicam dong thoi
véi pemetrexed cho bénh nhan ¢6 chire nang than binh thuong (do thanh thai creatinin > 80
ml/phut).

Twong tic duwoc dong hoc: Anh hudémg cia thude khic trén duwoc dong hoc ciia
meloxicam

Cholestyramine:

Cholestyramine lam ting toc d6 thai trir meloxicam bing cach ngin chin chu trinh gan rudt,
dd thanh thai meloxicam ting 50% va thoi gian ban thai giam dén 13 + 3 gio. Sw tuong tac
nay c¢6 y nghia 1am sang.

Khong c¢é tuong tac duge dong hoc thudc-thude duoc phét hién lién quan dén viéc str dung
dong thdi voi cdc thude khang acid, cimetidine va digoxin.

TAC DUNG KHONG MONG MUON CUA THUOC

Mo ta chung
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Hwéng dan s dung thuéc

Thu nghlem 14m sang va dir liéu dich t€ hoc cho thiy ring viée sir dung mot s6 NSAIDs (dic
biét & lidu cao va trong diéu trj dai han) c6 thé lam tang nhe nguy co huyét khéi dong mach
(nhéi mau co tim hay dot quy)

Phu né, cao huyét ap va suy tim di duoc béo cdo khi diéu tri voi NSAID.

Céc tac dung phu phd bién nhit quan sat duoe 13 trén tidu hoa. Loét da day ta trang, thiing
hodic xuét huyét tiéu hoa, doi khi gdy tir vong, ddc biét & nguoi gia. Budn ndn, non, tiéu chay,
déy hoi, tdo bon, kho tiéu, dau bung, phan den, non ra mau, viém loét dai trang, viém dai
trang trdm trong va bénh Crohn da dugc béo céo sau khi dung. ft gdp hon la viém da day.

Phan mg c6 hai nghiém trong & da (seo): hoi ching Stevens-Johnson (SJS) va hoai tir thuong
bi do nhiém doc (TEN) di duoc béo céo.

Céc tin sudt ctia phan tng c6 hai cta thube duge dua ra dudi day dua trén su xuét hién tuong
ung cia céc tac dung phu duoc bao cdo trong 27 thir nghiém 1am sang voi thot glan didu tri
it nhit 14 ngay. Thong tin nay dugc du‘a trén cac thir nghiém lam sang lién quan dén 15.197
bénh nhan da duoc diéu tri voi lidu udng hang ngay meloxicam 7,5 mg hogc 15 mg trong
khoang thoi gian lén dén mot nam.

Mic d6 tac dung khong mong mudn duge xép mg véi céc tin sudt gip phai duge quy ude
nhur sau:

Rét phd bién (> 1/10); thong thuomg (> 1/100 dén <1/10); it gap (> 1/ 1.000 dén <1/100);
hiém gzp (> 1/ 10.000 dén <1 / 1.000); rat hiém (<1 / 10.000), khong dugc biét dén (khong
thé duge ude tinh tir dit lidu c6 sén)

Bing phdn irng khong mong muon

R&i loan mau va hé bach huyét

Khéng phd bién: Bénh thiéu mau

Hiém gip: s6 lugng té bao mau bét thuong (bao gdm ca bach cdu), giam bach clu, giam tiéu
céau

Truong hop rat hiém gap: mét bach cau hat da dugc béo cdo

Réi loan hé thong mién dich

It giip: phan ung di ing khéc véi phan ing phan vé
Khoéng gap: Phan ing phan vé

R&i loan tAm thin

Hiém gip: Tam trang thay d6i, 4c mong

R&i loan hé than kinh
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Hwéng dan siv dung thudc

Thudng gip: Nhirc diu

Khong phé bién: Chong mat, budn ngt
R&i loan mét

Hiém: tim nhin mo, viém két mac

Ro6i loan tai va Oc tai

Khéng phé bién: chong mit

Hiém gip: U tai

Réi loan tim

Hiém gip: danh tréng nguc, suy tim dd duge bao céo két hop véi diéu tri NSAID.
Nguy co huyét khbi tim mach (xem thém phan Canh béo va than trong)

R6i1 loan mach mau

Khong phd bién: Cao huyét ap, d6 mit

R&i loan hd hip, vAn dé v& 1dng ngue va trung thit

Hiém gip: Hen suyén & nhitng nguoi di tmg véi aspirin hodc cdc NSAID khac

R6i loan tiéu hda

Rét phd bién: rdi loan tiéu hoa nhu kho tiéu, budn nén, nén, dau bung, tio bon, day hoi, tiéu
chay

Khong phf) bién: xuat huyét tiéu hoa, viém miéng, viém da day, ¢ hoi
Hiém gip: Viém dai trang, loét da day ta trang, viém thuc quin
Rét hiém: thang dudng tiéu hoa

Xuét huyét tiéu hoa, loét hodc thung dbi khi ning c6 kha nang gay tir vong, dic biét la ¢
ngudi cao tudi.

R&i loan gan mat
ft gap: rbi loan chire ning gan (tang transaminase hodc bilirubin)
R4t hiém: viém gan

Da va cdc rdi loan md dudi da

Khong phd bién: phii mach, ngira, phat ban

Hiém gip: hdi chirg Stevens-Johnson, hoai tir biéu bi do nhiém ddc, n6i mé day
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Hwéng dan siv dung thudc
R4t hiém: viém da dang bong nuée, hong ban
Khéng biét: phan tmg v6i dnh sang

Réi loan thén va tiét niéu

Khong phd bién: gilt nudc, natri, ting kali mau. Chirc ning thén bét thuong (ting creatinin
huyét thanh v&/ hodc uré huyét thanh)

Suy thén cap dic biét & nhitng bénh nhén c6 cac yéu t6 nguy co: rat hiém.

R&i loan chung

Khéng phd bién: Phi né bao gém ca phi chi dudi.

Thong tin cd nhin nghiém trong va/ hodc tan xudt xdy ra phan teng cé hai

Truong hop rat hiém g;ftp mét bach cau hat d dugc bao cdo & nhitng bénh nhén dugc diéu tri
v&i meloxicam va thude gay hoai tir xwong khac.

Cic phén irng bit lpi khong dwoc quan sat nhung lién quan dén san pham, do cdc hop

chiit khdc trong sin phim

Tén thuong than ¢6 thé din dén suy than cAp: trwong hop réat hiém gip ctia viém than k&, hoai
tir bng than cap, hoi chimg than hu, va hoai tir nhu mé than da dugce béo cdo.

Théng bdo cho bdc sy hodc dwoc sy nhitng phén ieng cé hai gap phai khi swe dung th uoc
QUA LIEU VA CACH XU TRi

Déc tinh va xie tri qud liéu

Céc triéu chimg sau qua lidu NSAID cép tinh thuong la tho o, budn ngl, budn non, nén va
dau ving thugng vi, thucmg s& hdi phuc véi cham séc hd trg. Xuat huyét da day co thé xay
ra. Ngd doc niing c6 thé din dén tang huyét ap, suy thin cép, roi loan chire nang gan, suy hd
hép, hon mé, co giat, truy tim mach va tim ngimg dap. Shock phan v¢ da duge béo cdo voi
cdc NSAID va co the xay ra khi qua lieu.

Bénh nhén cédn duge chdm soc triéu ching va hd trg sau qué lidu NSAID. Loai bé nhanh

meloxicam boi lidu 4g cholestyramin cho ba lan mot ngay da duge ching minh trong mét
thir nghiém lam sang.

PAC TINH DUQC LUC HQC:

Nhém dwge ly: Hoat chét chdng viém non-steroid (NSAIDs)

Ma ATC: MO1ACO06

Meloxicamlla mot thude chéng viém non-steroid (NSAID) véi hoat tinh chbng viém, giam
dau va ha sot.

Hoat tinh khang viém cua meloxicam d3 dugc chung mmh trong cdac md hinh kinh dién.
Gidng nhu cac NSAID khac, co ché chinh x4c clia né van chua duge biét. Tuy nhxem 0.0t
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Hwéng dan st dung thuéc

nhit mdt co ché phd bién ddi vai tat ca cic NSAID (k& ca meloxicam): tc ché sinh téng hop
prostaglandin, chat trung gian hoa hoc gy viém.

Téc dung chong viém cta meloxicam dugce cho 1a do uc ché prostaglandin synthetase
(cylooxygenase), din dén tre ché tong hop prostaglandin. Béi vi prostaglandin nhay cam voi
thu thé dau, e ché tong hop prostaglandin dan t6i kém theo tac dung giam dau va tac dung
ha sot.

PAC TINH DUQC PONG HOC:
Hép thu

Meloxicam duge hip thu tét qua dudng tiéu héa, sinh kha dung dudng udng khoang 90%
(vién nang). Vién nén, hén dich ubng va vién nang c6 ciing tuong duong sinh hoc.

Sau khi sir dung lidu duy nhét cia meloxicam, ndng do thuoc trong huyet twong dat cao nht
sau 2 gitr dbi véi hon dich va sau 5-6 gio d6i voi thude ubng dang rin (vién nang va vién
nén).

V6i ché do da 1idu, trang thai 6n dinh dat dugc sau 3-5 ngay. Vigc dung thudc hang ngay dén
dén ndng do thudc trung binh trong huyét twong ¢o sw dao dong nho trong khodng 0,4-1,0
mg/ml cho lidu 7,5mg va 0,8-2,0 mg/ml cho liéu ISmg, (twong tng Cumin va Cmax O trang thai
6n dinh). Nong d6 thude trong huyét tuong dat cao nhat sau 5-6 gi& v4i vién nén, vién nang
va hén dich ubng. Su hép thu ctia meloxicam sau khi udng khong bi anh hudng boi thirc dn
hodc viéc st dung cac thudc khang acid vo co.

Phan bd

Meloxicam lién két manh voi protem huyét twong, chi yéu la albumm (99%). Meloxicam
tham nhép vao mang hoat dich véi nong dd bing khoang mét nira ndng do trong huyét tuong.

Thé tich phén bd thap, x4p xi 11 lit sau tiém bép hoic tiém tinh mach va dao ddng tuy theo
ca thé tir 7- 20% Thé tich phan bd sau khi dung nhiéu lidu meloxicam (7,5-15 mg) 12 khoang
16 1it voi hé sb dao dong trong khoang 11-32%.

Chuyén hoa

Meloxicam chuyén héa qua gan. B&n chét chuyén hoa ctia meloxicam trong nudc tiéu & dang
khéng con hoat tinh. Chét chuyén hoéa chinh, 5'-carboxymeloxicam (60% lidu dung), dugc
tao ra bai qua trinh oxy hoa cia mét chét chuyen hoa trung glan 5'- hydroxymethyl — mét
chit trung glan cling dugc tao ra voi mét luong thip hon (9% liéu dung). Trong nghién clru
in vitro cho thy CYP 2C9 déng mdt vai trd quan trong trong con dudng chuyén héa nay, va
mdt phan nhé 13 tir 1soenzym CYP 3A4. Hoat tinh per0x1dase ctia bénh nhan ¢6 vai tro chuyén
hoa tao ra hai chit chuyén hoa con lai, chiém 16% va 4% liéu dung tuong (mg.

Thai tru
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Hwéng ddn st dung thudc

Meloxicam dugc thai trir chu yéu dudi dang céc chét da chuyén hoa qua dudng phén va nudc
tidu. Dudi 5% lidu dung hang ngay dugce thai trir & dang con hoat tinh qua phan, trong khi
chi ¢6 rat it cac chat con hoat tinh dwoc thai trir qua nuoce tiéu.

Thoi gian ban thai thay dbi tir 13 dén 25 gio déi véi duong ubng, tiém bap, tiém tinh mgch.
Do thanh thai khoang 7-12 ml/phut khi dung lidu duy nhét bang dudng udng, tiém tinh mach
ho#c dat truc trang.

QUY CACH PONG GOI: Hop 10 vi x 10 vién

PIEU KIEN BAO QUJ\N: Bao quan & noi kho, nhigt do khong qua 30°C

HAN DUNG CUA THUOC: 36 thang ké tir ngay sin Xuat.

Khong diing thudc qud han cho phép

TIE:U CHUAN CHAT LUQNG CUA THUOC: BP

TEN VA PIA CHi CO SO SAN XUAT -
ZIM LABORATORIES LTD.

B-21/22, MIDC Area, Kalmeshwar- 441 501, Dist. Nagpur (M.S.), INDIA (An Do)

Pai dién co s¢ dang ky:
(Sign & stamp here)
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